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Recently, 1 learaed that the FDA bas proposed o new policy (o guliie reprovessors of
single use medical devices and witl old a “lown meeting” on Hlecember 14" in Marvinnd
to reecive input on thig new paiwy. Unlortumately, am unsble 1o attend the 10wy
ecting but 1 would like to cobiit iny comments. Please aceept this feuer as my funnul
comment on the proposed new policy. Whle T strongly support the FRA s efforts to
increase regulation of reprocassors of single use medical devievs, 1 do not belicve the now .
DA policy is suflicien.
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Lo e, WY} have been and continue to be concermed with thy rease of
used disposable micdical devices. Lum coucerned abow! the poicmial for paticnt injury
from both a failure of the deviee ax well as the spread of infoctiows discases. These are
not theeretical concerms, Puplished anicles in US News & World Report the MY Tines,
e LA Times and Forbes Magozine deseribe actual patient inpuics. 1 also believe thiat
maiy infections are under-u ported due to insuttivient pationt iracking and thst many
injurics due to deviee failwe e underreponied due w legal hability concerns.

Although many repracessoes: clam that reprocessing has been going o5 Lo twahly years.,
the fact is that this was with respect to reusable devices sndd openad but unused sl se
devices. [n today’s cost cuting environment, it is proper Lo louk ut all possible arcas ta
save money, but reprocessing complex, plastic, single used devices such us biopsy
forcops, sphincteratomes, cluavtrophysiolugy catheters und angioplusty cathelers 1s sunply
Ot 4 safs avenue Lo pusue until these repracessed devices recaive FDA approvul for
reuse.
99N-4 19 1'l'his praciice also pusts many cthical questions  There is na medical tenedit o the
paticnt, and, it is my understanding, that the patient does not receive Juwer healtheise K
custs. 10is also my understonding that patients arc not told that used disposuble devices C q ‘;
will b vieed an them Withau such knowledie, natients cannol protect themselves. Asa
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will be used on them. Without such knowledye, patients cannol protect themselves. Asa
- healtheare professional, 1 waar to speak oul on their behalt,
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Fhere can e o aigunient that 1 clinical tests were set up 10 prove whether or el a '
reprocessed used disposuble devies was safe Tor reuse, informed patient consent would be
required. Strangely, proporents of reuse rely on a luck of any data o support a
conclusion that reuse is safe and paticnts necd not be told. Without sufhicient duta or
approval from e DA, the practive of reusing used disposable deviees on patjents i
akin to human experimentation without patiem conset.

1 am thank ful wat the PDA is coustdering incrensed regulation of reprocessors. but, ppain,
1 do not belicve the new policy is approprivte. The new policy would create new
classifications of high, moderaic and low risk devices  The existing regulations, however,
“already include a risk bascd clossification scheme. The existing reguluions also include
regulativns for reusable devices. Reprocessing 4 single use device simply renders it a
reusable device. The new policy, therefore, is unnccessary.
The new policy is also insullicient to protect patient safuty. Data proving sulcty und
cifectivencss will only be required for “high risk” devieces, and FI)A officials have stated
publicly that very few devices will be decined high risk. Reprocessors of low risk devices
will receive even less rogulatary oversight than they do today. As ane examiple, muny
biopsy forceps arc Class | eatmpt devices and will likely be deemed low risk devices.
despitc studics by manafucturers showing that many reprocessed biopsy foreeps gitting on
hospilal shelves are contaminated with drug resistant bacteria. hoportantly, biopsy
forceps ure critical devices whieh break the mucosal barrier when suniples are taken and,
thus, ean eusily pass bacteria remaining on the device to the unsuspecting patient.

Reprocessors of single use devices claim w huve the cquipment and expertise necessary
te “properly” ceprocesy used single use devices, They are, theretore, munufacturers in the
eyes of healthcare workers and patients. In addition, reprocessing a single use device for
reuse changes the device into a reusable device, Accordingly, reprocessors should be
tegulated in the same auanner as original equipment masoulaciurers wsing e existing
FDA regulations for reusable devices. To creawe 2 new regulatory policy wastes valuable

FDA resonrecs and delays rogulatory enforcement putting, thus paticnts unnecessarily at
risk lor an undetermined period of time.

~ Suwerely,

Nane: 9{/ Lit r("/ 'ﬂr ,;;;1/((12,.;\4, D &

Tile;




